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10 CFR Ch. I (1–1–16 Edition) § 32.30 

§ 30.20 or equivalent regulations of an 
Agreement State: 

(i) A description or identification of 
the type of each product and the model 
number(s); 

(ii) For each radionuclide in each 
type of product and each model num-
ber, the total quantity of the radio-
nuclide; 

(iii) The number of units of each type 
of product transferred during the re-
porting period by model number. 

(4)(i) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include data for transfers in prior years 
not previously reported to the Commis-
sion. 

(ii) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.26 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(5) If no transfers of byproduct mate-
rial have been made under § 32.26 during 
the reporting period, the report must 
so indicate. 

(6) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a report to 
the Commission. 

[34 FR 6654, Apr. 18, 1969, as amended at 43 
FR 6923, Feb. 17, 1978; 45 FR 38342, June 9, 
1980; 48 FR 12334, Mar. 24, 1983; 72 FR 58488, 
Oct. 16, 2007; 73 FR 5719, Jan. 31, 2008; 73 FR 
42673, July 23, 2008] 

§ 32.30 Certain industrial devices con-
taining byproduct material: Re-
quirements for license to manufac-
ture, process, produce, or initially 
transfer. 

An application for a specific license 
to manufacture, process, produce, or 
initially transfer for sale or distribu-
tion devices containing byproduct ma-
terial for use under § 30.22 of this chap-
ter or equivalent regulations of an 
Agreement State will be approved if: 

(a) The applicant satisfies the gen-
eral requirements of § 30.33 of this chap-
ter: However, the requirements of 
§ 30.33(a)(2) and (3) do not apply to an 
application for a license to transfer by-
product material in such industrial de-
vices manufactured, processed, or pro-

duced under a license issued by an 
Agreement State; 

(b) The applicant submits sufficient 
information relating to the design, 
manufacture, prototype testing, qual-
ity control procedures, labeling or 
marking, and conditions of handling, 
storage, use, and disposal of the indus-
trial devices to demonstrate that the 
device will meet the safety criteria set 
forth in § 32.31. The information should 
include: 

(1) A description of the device and its 
intended use or uses; 

(2) The type and quantity of byprod-
uct material in each unit; 

(3) Chemical and physical form of the 
byproduct material in the device and 
changes in chemical and physical form 
that may occur during the useful life of 
the device; 

(4) Solubility in water and body 
fluids of the forms of the byproduct 
material identified in paragraphs (b)(3) 
and (b)(12) of this section; 

(5) Details of construction and design 
of the device as related to containment 
and shielding of the byproduct mate-
rial and other safety features under 
normal and severe conditions of han-
dling, storage, use, and disposal of the 
device; 

(6) Maximum external radiation lev-
els at 5 and 30 centimeters from any ex-
ternal surface of the device, averaged 
over an area not to exceed 10 square 
centimeters, and the method of meas-
urement; 

(7) Degree of access of human beings 
to the device during normal handling 
and use; 

(8) Total quantity of byproduct mate-
rial expected to be distributed in the 
devices annually; 

(9) The expected useful life of the de-
vice; 

(10) The proposed methods of labeling 
or marking the device and its point-of- 
sale package to satisfy the require-
ments of § 32.32(b); 

(11) Procedures for prototype testing 
of the device to demonstrate the effec-
tiveness of the containment, shielding, 
and other safety features under both 
normal and severe conditions of han-
dling, storage, use, and disposal of the 
device; 

(12) Results of the prototype testing 
of the device, including any change in 

VerDate Sep<11>2014 11:01 Mar 10, 2016 Jkt 238030 PO 00000 Frm 00642 Fmt 8010 Sfmt 8010 Y:\SGML\238030.XXX 238030rm
aj

et
te

 o
n 

D
S

K
2T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



633 

Nuclear Regulatory Commission § 32.31 

1 It is the intent of this paragraph that as 
the magnitude of the potential dose in-
creases above that permitted under normal 
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed 
in general terms to emphasize the approxi-
mate nature of the estimates that are to be 
made. The following values may be used as 
guides in estimating compliance with the 
criteria: Low—not more than one such fail-
ure/incident per year for each 10,000 exempt 
units distributed. Negligible—not more than 
one such failure/incident per year for each 
one million exempt units distributed. 

the form of the byproduct material 
contained in the device, the extent to 
which the byproduct material may be 
released to the environment, any in-
crease in external radiation levels, and 
any other changes in safety features; 

(13) The estimated external radiation 
doses and committed doses resulting 
from the intake of byproduct material 
in any one year relevant to the safety 
criteria in § 32.31 and the basis for these 
estimates; 

(14) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.31(a)(4) meet the cri-
teria of that paragraph; 

(15) Quality control procedures to be 
followed in the fabrication of produc-
tion lots of the devices and the quality 
control standards the devices will be 
required to meet; and 

(16) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission. 

(c)(1) The Commission determines 
that the device meets the safety cri-
teria in § 32.31. 

(2) The device is unlikely to be rou-
tinely used by members of the general 
public in a non-occupational environ-
ment. 

(3) The device has been registered in 
the Sealed Source and Device Registry. 

[77 FR 43691, July 25, 2012] 

§ 32.31 Certain industrial devices con-
taining byproduct material: Safety 
criteria. 

(a) An applicant for a license under 
§ 32.30 shall demonstrate that the de-
vice is designed and will be manufac-
tured so that: 

(1) In normal use, handling, and stor-
age of the quantities of exempt units 
likely to accumulate in one location, 
including during marketing, distribu-
tion, installation, and servicing of the 
device, it is unlikely that the external 
radiation dose in any one year, or the 
committed dose resulting from the in-
take of radioactive material in any one 
year, to a suitable sample of the group 
of individuals expected to be most 
highly exposed to radiation or radio-
active material from the device will ex-
ceed 200 μSv (20 mrem). 

(2) It is unlikely that the external ra-
diation dose in any one year, or the 
committed dose resulting from the in-

take of radioactive material in any one 
year, to a suitable sample of the group 
of individuals expected to be most 
highly exposed to radiation or radio-
active material from disposal of the 
quantities of units likely to accumu-
late in the same disposal site will ex-
ceed 10 μSv (1 mrem). 

(3) It is unlikely that there will be a 
significant reduction in the effective-
ness of the containment, shielding, or 
other safety features of the device from 
wear and abuse likely to occur in nor-
mal handling and use of the device dur-
ing its useful life. 

(4) In use, handling, storage, and dis-
posal of the quantities of exempt units 
likely to accumulate in one location, 
including during marketing, distribu-
tion, installation, and servicing of the 
device, the probability is low that the 
containment, shielding, or other safety 
features of the device would fail under 
such circumstances that a person 
would receive an external radiation 
dose or committed dose in excess of 5 
mSv (500 mrem), and the probability is 
negligible that a person would receive 
an external radiation dose or com-
mitted dose of 100 mSv (10 rem) or 
greater.1 

(b) An applicant for a license under 
§ 32.30 shall demonstrate that, even in 
unlikely scenarios of misuse, including 
those resulting in direct exposure to 
the unshielded source removed from 
the device for 1,000 hours at an average 
distance of 1 meter and those resulting 
in dispersal and subsequent intake of 
10¥4 of the quantity of byproduct mate-
rial (or in the case of tritium, an in-
take of 10 percent), a person will not 
receive an external radiation dose or 
committed dose in excess of 100 mSv (10 
rem), and, if the unshielded source is 
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